

Training Manual
(Insert manufacturer name & logo)
Competency Record   FORM86 


competency RECORD

	NAME: 
	POSITION: 
	DATE: 

	AIM:  
(  To demonstrate that the trainee has completed induction, aseptic and/or manufacturing training


(  For existing trained employee; to demonstrate continued competency

	Training (record the Form title and number)
	Date
	Reviewed by (signature)

	
	
	

	
	
	

	
	
	

	
	
	


Renewable Events (annual renewal required, unless stated otherwise)
	Safety Event
	Date
	Safety Event
	Date

	Evacuation Drill
	
	CASA Safe Transport by Air (2years)
	

	Emergency Procedures 
	
	Senior First Aid (3 years)
	

	Safe Handling-Loads (2 years)
	
	Area Warden (3 years)
	

	OSH Management (3 years)
	
	
	


	Manufacturing Assessment
	Date Performed
	Result
	Reviewed by (signature)

	GMP Training (2 years)
	
	
	

	Aseptic Gowning Assessment
	
	
	

	Aseptic Observation Assessment
	
	
	

	Product Sterility Test
	
	
	

	
	
	
	

	Competency Review  Performed by (signature):___________________________

	Process
	DOC
	Last PN 
	Date
	Required
	Prev 12mth
	Competent (Y/N)

	Insert applicable process e.g.
	
	
	
	
	
	

	Cleaning & Maintenance
	
	
	
	1 /3month
	
	

	Facility Transfer
	
	
	
	1 /3month
	
	

	Courier
	
	
	
	1 /2 years
	
	

	label printing
	
	
	
	1 /3month
	
	

	Receipt of Product
	
	
	
	1 /3month
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	(Examples provided)
	
	
	
	
	
	

	NAME: 
	POSITION: 
	DATE: 


Haemopoietic Manufacture
	Manufacturing Assessment
	Date Performed
	Result
	Reviewed by (signature)

	e.g. CFU-GM Comparison Count
	
	
	

	Competency Review  Performed by (signature):___________________________

	Process
	DOC
	Last PN 
	Date
	Required
	Prev 12mth
	Competent (Y/N)

	Insert applicable process e.g
	
	
	
	
	
	

	Haemopoietic Evaluation
	77
	
	
	1 /6month
	
	

	Haem Cryopreservation
	94
	
	
	1 /6month
	
	

	Thawing for Infusion
	41
	
	
	1 /6month
	
	

	Haem Viability Assay
	121
	
	
	1 /6month
	
	

	HPC Buffy Coat Enrichment
	92
	
	
	1 /2year
	
	

	HPC Washing
	91
	
	
	1 /2year
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	(Examples provided)
	
	
	
	
	
	


Other Manufacture

	Competency Review  Performed by (signature):___________________________

	Process
	DOC
	Last PN 
	Date
	Required
	Prev 12mth
	Competent (Y/N)

	Preparation for Processing
	127
	
	
	1 /6month
	
	

	Reagent preparation
	23-28
	
	
	1 /6month
	
	

	Labelling & Packaging
	122
	
	
	1 /6month
	
	

	
	
	
	
	
	
	

	(Examples provided)
	
	
	
	
	
	


Positive MCT/Sterility Test: Total resulting from processing, since last review: ___  PN: ___________
Actions Taken: __________________________________________________________________________

COMPETENCy STATEMENT

Name: _______________________________ has successfully completed the required training/competency review and is deemed competent to perform the manufacturing processes indicated unsupervised.
APPROVAL
  ( (Insert name of Quality Software Application) record updated (initial)_________
date:________

	Position
	Name
	Signature
	Date

	Production Manager
	
	
	

	Quality Manager
	
	
	


Author: (Insert author’s name)
Revision: (Insert revision number) 
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